INTRODUCTION
In 1999, the United States National Bioethics Advisory Commission (NBAC) commissioned an empirical study to analyze the impact of U.S. regulations on the conduct of United States biomedical research sponsored in Nigeria.' The study, conducted by Patricia Marshall, was part of the NBAC's larger project on the ethical and policy issues involved in clinical trials in developing countries. On April 30, 2001,2 NBAC produced its recommendations in two volumes; volume one contained analyses and recommendations, 3 and volume two contained the reports on commissioned studies. Marshall's case study of genetic epidemiology research in Nigeria highlighted the various problems confronting researchers and ethics review committees in Nigeria. Specifically, the study focused on the implications of cultural relativism on the implementation of United States rules of informed consent in Nigeria. 4 Though Marshall was not concerned with broader issues, such as the general regulation of research involving human participants in Nigeria, the analysis provides a useful forum for beginning such an important discussion.
Some problematic ethical issues in the conduct of biomedical research have gained notoriety in the wake of globalization of biomedical research. These issues have attracted much attention in recent years, warranting copious for the controversial drug trials in Nigeria in 1996. Part 11I reviews Pfizer's controversial drug trial in Nigeria and highlights its problematic aspects. Part IV discusses the concept and nature of ethical review of biomedical research. Specifically, Part IV examines recent CIOMS guidelines, particularly the provisions regarding ethical review of research sponsored in a host country by a foreign country or organization. This part laments the lack of a functional and credible system of ethics review in Nigeria and that many Nigerian research institutions lack a firmly established, competent, independent, and functional ethics review board. Part V suggests that urgent steps should be taken in Nigeria to promulgate a formal guideline forconducting research involving human subjects, and that international and regional institutions should help Nigeria in building capacity for ethical review.' 4 Here, it is also suggested that the few ethics committees in Nigeria, financially and administratively hampered in the discharge of their duties, should seriously consider the option of charging fees in a way that does not affect their independence.
This paper is not concerned with specific ethical problems that arise in the planning and conduct of biomedical research such as informed consent, selection of subjects, compensation, availability of research result in the host country, randomization, and the ethics of placebo-controlled studies.' 5 The focus on the general regulatory structure in Nigeria is not intended to underestimate the value of specific issues, which legitimately deserve future attention. Moreover, a formal and comprehensive research guideline, promulgated as suggested in this paper, would likely set out the bases for resolving the specific ethical issues in ways that respond to cultural and national circumstances. 16 
History of Biomedical Research in Nigeria.
As a political entity, Nigeria attained statehood on October 1, 1960. However, biomedical research started in the colonial era, long before Nigeria gained its political independence from Great Britain. In 1920, the Rockefeller Foundation initiated a colonial research enterprise in the west coast of Africa 14. For instance, the Swiss Commission for Research Partnership with Developing Countries (KFPE) has a guideline that purports to ensure that collaborative projects lead to capacity building in developing countries. See KFPE, Guidelines for Research in Partnership with Developing Countries, Principle 10 (1998) , available at http://www.kfpe.ch/download/ guidelines..e.pdf (last visited Sept. 15, 2003) .
15. These issues were considered in the report of the NBAC, supra note 3. See also (Oct. 20, 1988) .
[Vol. 14:1 ETHICAL REVIEW OF MEDICAL RESEARCH IN NIGERIA known as the "Rockefeller Foundation Yellow Fever Commission to the West Coast of Africa. "' 17 In 1925, the Yellow Fever Commission, as it was generally called, built a Research Unit in Yaba, Lagos.8 Few details are known about any clinical trial or other activities by the Yellow Fever Commission, but, considering that ethics review was developed in the 1960s," 9 yellow fever research would probably raise only issues of informed consent.
In 1954, the British colonial government established the West African Council for Medical Research for its West African territories of Nigeria, Ghana, Gambia, and Sierra Leone. 20 The main function of the Council was to arrange for the conduct of medical research in those West African territories and to provide medical research information concerning West Africa to the British government. 2 ' Legislation establishing the Council was not specific on the type of medical research to be conducted or sponsored by the Council, nor did it contain any provision relating to the ethics review of research protocols conducted under the auspices of the Council.
In 1952, the Nigerian colonial government established the University College Hospital, Ibadan (UCH). 22 UCH was established as a teaching hospital of the University of Ibadan (then University College, Ibadan). Part of the mandate of the UCH was to carry out clinical research or other medical experi-23 mentation, though no research guideline was specifically mentioned. 24 Following the UCH research mandate, subsequent teaching hospitals established in Nigeria were given the same clinical research jurisdiction. 25 In 3° The NIMR is authorized to conduct medical research related to health problems in Nigeria and to cooperate with Nigerian medical schools and universities to provide the necessary facilities for training medical researchers in Nigeria. Though the NIMR is a major Nigerian institute concerned with human medicine and research in Nigeria, it has not promulgated any formal guideline for the conduct of research involving human subjects.
International Context of Biomedical Research: Research Scandals.
Recent research scandals in Nigeria have raised ethical anxieties that are better understood in a historical perspective. This involves the clinical trial of trovan for the treatment of epidemic meningitis. Also important are questions of the ethical appropriateness of placebo-controlled studies in some African countries used to determine the effect of a short-course zidovudine in reducing prenatal transmission of HIV. 3 " Institutional or ethics review of biomedical research 32 has some interesting international historical background.
In the nineteenth century, gonorrhea and syphilis studies were undertaken by medical scientists who were characterized by Vikenty Veressayev as "bizarre disciples of science," and "zealots of science," in Germany, France, Russia, Ireland, and the United States of America. 33 The gonorrhea study involved the inoculation of gonorrhea-free (healthy) patients without their consents with pure cultures of gonococcus to prove that it was the agent responsible for gonorrhea. 34 Similar inoculations were undertaken with respect to syphilis to demonstrate that it was contagious in its secondary stage." The syphilis study was so outrageous that even after Ricord, the greatest opponent of the hypothesis that secondary syphilis was contagious, had accepted his error, unethical and unconsented inoculations with the disease were still carried out by some investigators, despite the abundant scientific proof contrary to their hypothesis, thus rendering more victims to science.
A. The Tuskegee Syphilis Study.
Between 1930 and 1973, the U.S. Department of Public Health Services (USPHS) conducted research on the natural progression of syphilis in Tuskegee, Macon County, Alabama. 37 The research subjects in the Tuskegee study were mainly poor African-Americans, many of whom suffered from syphilis but were denied treatment as part of the study design despite the availability of penicillin in the 1950s as an effective treatment for the treatment of the disease. 3 ' Even before penicillin became standard care for syphilis, arsenotherapy was available during the study as an effective treatment for the disease. Nonetheless, the subjects were denied that intervention because of the study's predication on nontreatment. 39 Moreover, participants in the Tuskegee study were prevented from obtaining private treatment for the disease even though medical and health services were available. 40 When some of the Tuskegee study subjects died, the USPHS induced family members to give consent for anatomical examination for the last stage of the study.
The subjects of the Tuskegee study were told that the objective of the study was to treat them, so instead of obtaining their informed consent, the USPHS deliberately deceived them. 4 ' Also, the study was not submitted to nor approved of by an ethics committee. 42 However, ethics review procedures did not come into existence until the 1960s. 43 For the USPHS, it is arguable that since ethics review procedures are not retrospective, the USPHS was justified to believe that the Tuskegee study, which began in the 1930s, was excluded from review. Though this argument offers some vindication, the USPHS remains morally responsible for the ethically problematic research.
In the early 1970s, the Tuskegee study was made public, necessitating the empanelling of an ad hoc advisory committee. The committee presented a report to the Assistant Secretary for Health in 1973 with scathing findings that the Tuskegee study was not undertaken with the informed consent of 36. Id. 
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research subjects and that the subjects were unjustifiably denied penicillin when it became available in the 1950s.4 Civil litigation brought by surviving research subjects and the estates of diseased ones followed, but ended in monetary settlements. More troubling for the Tuskegee study was that despite the 1940s enunciation of the Nuremberg Code on the ethics of medical research and the wide public uproar ignited by the publicizing of the unethical research at the Jewish Chronic Disease Hospital in the 1960s, 45 the Tuskegee study continued without alteration. The unjustifiable continuation of the Tuskegee study may be with some racist undertones.4 6 Brandt strongly argued that the historical context of the study captured the racist prejudice against African Americans, and then-prevailing medical attitudes toward blacks, disease, and sex. Furthermore, it underpinned the dismissive and lackadaisical attitude of the medical community and U.S. government until horrors of the study were brought to the peoples' conscience by the U.S. press. 47 A contemporary consequence of the Tuskegee study is the current distrust of medical experimentation and medical researchers that African-Americans hold. 4 53 and binds member states of the United Nations. 5 " However, its existence has not prevented subsequent research scandals. 55 conditions and pressures prevailing at high altitude up to 68,000 feet; freezing experiments in which victims were denuded and exposed for long hours to temperatures below freezing point or placed inside a tank of ice water; deliberate infliction of battle-like wounds and aggravated infection thereof to test the efficacy of sulfanilamide and other drugs; deliberate poisoning of the food of victims to determine the effects of certain poisons and bullets on human beings; sexual sterilization experiments using surgery, high-dose x-rays, and pharmacological techniques; and the deliberate killing of some Jewish prisoners to provide skulls and skeletons for cranial and racial research at the Due to the Nuremberg Code's continuing and uniformed applications (usus) by a majority of countries, as well as the general recognition of its binding nature (opinio juris), these basic principles have become rules of customary international law. In fact, they are applied in the common interest of all nations and are so deeply rooted in the international legal consciousness that they constitute peremptory public international law (ius cogens). This means that they cannot be modified by any State or professional organization, either by statute or ethical guidelines. 
Id. See also
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The Western world witnessed other historic medical research scandals. For instance, the cold war motivated unethical radiation experiments conducted or sponsored by U.S. governmental agencies,56 the controversial experimental drug trials on U.S. soldiers during the 1991 Gulf War, 57 and research on deceased persons and their parts in Canada, 5 8 the United States, 5 9 the U.K.,°f acts concerning the alleged unethical and improper experiments on some of the hospital's patients. See id. In Hyman v. Jewish Chronic Disease Hosp., 206 N.E.2d 338 (1965) , the defendants argued that the hospital records were confidential and that the plaintiff was not personally liable for the wrongdoing and unethical research conducted by the hospital. The court held that as a director, the plaintiff was entitled to know the facts upon which the potential liability of the hospital rested. It further held that the plaintiff was entitled to inspect records that reveal improper and unethical research by the hospital and any confidentiality would be protected by an appropriate order of the court as to concealment of the names of individual patients. In addition, the Attorney General of New York, pursuant to the applicable Education Law, brought a petition in the Board of Regents Grievance Committee (BRGC) for the revocation of the licenses of the principal investigators (Dr. Southam and Dr. Mandel) in the cancer study. The BRGC found the investigators guilty of the allegations in the petition and recommended their censure and reprimand. While accepting the findings of the BRGC, the Board of Regents of the University of the State of New York modified the sentences by suspending the licenses of the investigators for a year but stayed execution of the suspension.
56. and Australia, 6 without a family member's consent. 62 However, contemporary research scandals in the West mainly concern conflict of interest issues. 63 Interestingly, a recent medical research scandal in Nigeria exhibits patterns of the historic genre. This may excuse any effort to sensitize developing countries to the ethically problematic aspects of medical research by drawing their attention to the unhappy historical moments of experimentation with human subjects. 64 
Trovan Clinical Trial in Nigeria by Pfizer.
During the first quarter of 1996, there was an epidemic outbreak of meningitis in Kano, a northern Nigerian city. Doctors Without Borders (a medical non-governmental organization) rushed to the area to provide treatment with a cheap and internationally recommended antibiotic, chloramphenicol. Within weeks of the epidemic, Pfizer also learned about it from an internet site and quickly mobilized its research team to fly into the Nigerian city of Kano and conduct a clinical trial of its new drug, trovafloxacin (hereafter, trovan). It seemed that objections from Dr. Juan Walterspiel, a Pfizer medical scientist, regarding the ethics of the trial could not deter Pfizer, which later dismissed Dr. Walterspiel from its employment. 65 The trial, which started on or about March 22, 1996, was to determine the efficacy of trovan in the treatment of meningococcal meningitis and to compare it to ceftriaxone, the gold standard for treating the disease. 
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was conducted in the Kano Infectious Disease Hospital, part of the hospital complex of Aminu Kano University Teaching Hospital. Two hundred Nigerian children were enrolled in the study; one hundred of them were assigned to the trovan arm, while the other one hundred were used as active controls and were given ceftriaxone, though it was alleged that some of the children in the control group were not given the proper dosage of ceftriaxone. At the end of the trial, five children on the trovan arm died and six children on the control arm died. Many others were alleged to have suffered brain damage, paralysis, or became deaf. Pfizer is yet to make any follow-up visit to the Nigerian research participants.
Pfizer was accused of not obtaining informed consent from the parents of the children enrolled in the study. The parents of the research participants could not speak English, and they believed that their children were receiving effective treatment rather than being enrolled in clinical research.
6 6 Pfizer denied the claims made against it, alleging that nurses at the hospital explained the study in lay terms to the parents and obtained their verbal consent. Pfizer further alleged that those parents were informed that alternative treatment, offered by Doctors Without Borders (operating in the same hospital), was available, and that in terms of percentage, the death toll from the study was lower than that of the disease. Pfizer claimed that the study was primarily a humanitarian effort that saved about 189 lives, and made drugs and equipment available to the hospital. However, a commentator questioned Pfizer's humanitarian claims and asked: "But why .. .did [Pfizer] not fly in substantial supplies of the rather more expensive drug it was using as a comparison to Trovan so that every sick child could have a better chance of life? ' 6 7 More relevant for this article, however, is the allegation that ethical approval for the trovan study was not given by Nigerian authorities, contrary to Pfizer's contention. 6 " In 1997, when Pfizer submitted its application to the U.S. Food and Drug Administration for the use of trovan in the treatment of a meningitis epidemic, it included a document purporting to have approval for the Nigerian study given by the Kano Infectious Disease Hospital's ethics committee. However, in a recent telephone interview by the Washington Post with some of the Nigerian doctors who participated in the study (and those alleged to have been members of the ethics committee), 6 9 it was revealed that the ethical approval letter was written one year after the study had taken place and was backdated. The telephone interview further disclosed that the Kano Hospital did not have an ethics committee at the time of the clinical trial. 7 " What is often not clear in some of the materials on the Nigerian trovan trial is whether Pfizer also obtained ethical review and approval of the Nigerian study in United States, as required by international guidelines and U.S. domestic legislation. If the Washington Post's position on the lack of ethical approval for the trovan study was accepted, then it is arguable that the omission contributed to the death of some of the Nigerian children in the study, though it is not clear that if there had been a proper and effective ethics committee, it would have stopped the study or made it achieve positive results.
Trovan reached the U.S. market in 1998, and made about $160 million in the first year, but its use was not approved for children. In 1999, following complaints of liver damage, the FDA further restricted its use.
7 1 The trovan study in Nigeria has been the subject of administrative inquiry in Nigeria, 72 and has been litigated in Nigerian and the U.S. courts.
7 3 It has also helped to draw attention to the unacceptable consequences of some biomedical studies sponsored by external agencies and corporations in developing countries. Probably more important, it has helped to highlight the importance of and need for ethics review of research in many developing countries.
The Concept and Nature of Ethical Review.
As part of the international and domestic response to some of the above scandals, many current research guidelines embody an important procedural ethics requirement. 7 4 This means that a research protocol must receive the prior approval of an ethics committee before its execution. 75 Guideline 2 of the Council for International Organization of Medical Sciences (CIOMS) provides that every research proposal involving human beings must be "submitted for review of their scientific merit and ethical acceptability to one or more scientific review and ethics review committees. 76 In weaker terms, the World Medical Association research guideline (the Declaration of Helsinki) stipulates that experimental protocol involving human subjects "should be Generally, the normative character of some of the guidelines makes them legally and judicially unenforceable, 8 " though other means of enforcement, such as discipline by a professional group or denial of funding by a grant agency, may be available. Institutional or ethical review of clinical research, or any research involving human subjects, has become an acceptable standard for determining the ethics of human experimentation. 8 The framework of institutional review is intended to protect the rights, safety, and welfare of research subjects, 82 and to promote public confidence and trust in biomedical investigation and integrity of the process. 83 Institutional review has also become the cornerstone of biomedical research funding and its emergence was suggested to have been partly responsible for the progressive increase in biomedical research budgets and funding in the United States.M Though the mere existence of an ethics review committee neither guarantees the complete absence of unethical research 85 [Vol. 14:1 ETHICAL REVIEW OF MEDICAL RESEARCH IN NIGERIA be a veritable framework for curbing the excesses of protocols that pay scant attention to other overriding societal values. 86 As Pope Pius XII once said that "science is not the highest value to which all other orders of values ... should be subordinated. 87 Thus, the existence of ethics review reaffirms society's conviction that social or moral considerations should be infused into scientific enterprise. 88 Apart from professional or industrial self-regulation, there are at least four regulatory models of ethics review. 9 Thus, a valid statute or piece of legislation could make ethics review a legal requirement for the conducting of research involving human beings. 90 Penal sanctions could accompany noncompliance. 9 Less specifically, formal legislation may compulsorily require biomedical research institutions to devise their own ethics review systems. Furthermore, government research agencies may develop guidelines that make ethics review a prerequisite for funding. 9 2 Lastly, ethics review may be incorporated by a cross-reference national legislation. 93 Whatever the mode of regulation, an ethics review committee should possess certain core characteristics. 94 It should be independent of the investigators conducting the research, as well as competent and multi-disciplinary in nature so as to provide a complete review of the scientific and ethical aspects a protocol. 95 It should not have, or must at least declare, any interest that conflicts with an objective assessment of a protocol, 96 and should be able to monitor a study after approval. 97 An ethics review committee should have the power to reject a protocol that it considers to be ethically problematic, and to 
A.M. Capron, Human Experimentation, in
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accept a scientifically and ethically sound protocol with or without modifications."
A. Ethical Review in Nigeria
Nigeria does not have any formal regulatory system of ethics review, or research guideline produced by the country's medical research institutions or governmental agencies that fund medical research. This regulatory deficiency was probably responsible for the trovan tragedy in Nigeria. No state or federal statutory enactment in Nigeria directly regulates the conduct of research involving human subjects, though a variety of statutes may indirectly impinge on human subject experimentation in Nigeria. It is arguable that the regulatory void in many African countries, 99 including Nigeria, is a deliberate health policy by these countries, geared towards attracting desperately needed biomedical research sponsored by developed foreign countries, multinational corporations, and international organizations' 0 m Often access to health care services and expensive interventions needed to combat the scourge of diseases, like HIV/AIDS, can only be obtained in many developing countries through participation in clinical trials. Thus, attracting these trials by means of favorable regulatory environment ensures access to highly needed health care.
The unsatisfactory regulatory situation in many African countries could also be the result of institutional incapacity in bioethics or the feeling that available international ethical guidelines make domestic regulation otiose.' 0 ' With struggling economies, absence of R & D capacity, and faced with the HIV/AIDS pandemic, in addition to other public health emergencies like malaria and tuberculosis, African countries are tempted to take advantage of foreign-sponsored research enterprises, even when they entail insignificant respect for the autonomy, rights, and welfare of research subjects. Thus, poverty and disease, in combination with other factors, make it difficult for some developing countries to adopt a formal regulatory approach that may [Vol. 14:1 ETHICAL REVIEW OF MEDICAL RESEARCH IN NIGERIA inhibit potentially beneficial biomedical experimentation. But it is doubtful whether under-regulation or zero regulation in a developing country legitimizes a clinical trial sponsored therein in breach of international ethical guidelines, the Nuremberg Code, and the domestic law of the sponsors.°2
Evidence of a regulatory structure in Nigeria arises only by implication of its membership in certain international bodies, either directly or through professional organizations in Nigeria. Because the Nigerian Medical Association (NMA)°3 is a member of the World Medical Association," the Helsinki Declaration, which provides for ethics review of research involving human beings, applies in Nigeria to research conducted by members of the Nigerian Medical Association. 5 The obvious gap is that there is no other form of an ethical review requirement for human subject research conducted by nonphysicians in Nigeria, physicians who are not members of the Nigerian Medical Association, and private entities in Nigeria.'° Though the Nuremberg Code has force in Nigeria as a peremptory norm of public international law," 0 7 it does not impose a requirement for ethical review. The unsatisfactory regulatory situation in Nigeria may be a reflection of its comparatively low biomedical research activities. After a visit to some teaching hospitals in Nigeria in 2001 and 2002, my personal impression was that some of them only have a faint idea of what ethical review means, and only a few of them probably have an established ethical review committee, functioning more or less on an ad hoc basis. For instance, there are ethical review committees in the teaching hospitals of the University of Lagos, and the University of Ibadan.' 0° These are Nigerian universities in big cities that attract significant international collaboration in biomedical research. For instance, the collaboration in the 1990s between some Nigerian investigators and US researches on the genetic and environmental determinants of hypertension, breast cancer, and diabetes mellitus in Nigeria."
102. See Todress, supra note 12; Lewin, supra note 65 (regarding possible legal liability in this kind of scenario).
103 MEDICINE, & HEALTH CARE 214, 217 (1991) (addressing limitations of the Helsinki Declaration, which indirectly applies in Nigeria). "International ethical guidelines are not, however, despite any invocation to such effect, designed to be a code capable of regulating conduct in specific situations. Without further elaboration and implementation on a local level, the broad aspirational notions expressed remain no more than that-a valuable but incomplete system." Id.
107.
Trdhler & Reiter-Theil, supra note 53. 108. Marshall, supra note 1, at 4. 
Id.
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It is tempting to suggest that even the few Nigerian institutions that provide ethical review committees do so in response to collaborative studies with the United States whose legislation obliges such a review in a host country." 0 The corollary is that many potential research subjects in Nigeria are likely to be denied of the protections afforded by the existence of a regular, functional, and competent ethics committee. '
B. Ethical Review of Externally Sponsored Research in Nigeria.
As observed above the ethical review of biomedical research is generally not developed in Nigeria and is likely to be available only with respect to externally sponsored research. Guideline 3, CIOMS (2002) provides for the ethical review of externally sponsored research as follows:
An external sponsoring organization and individual investigators should submit the research protocol for ethical and scientific review in the country of the sponsoring organization, and the ethical standards applied should be no less stringent than they would be for research carried out in that country. The health authorities of the host country, as well as a national or local ethical review committee, should ensure that the proposed research is responsive to the health needs and priorities of the host country and meets the requisite ethical standards.
112
To qualify as an externally sponsored research, the research (or part of a multipart trial) should be undertaken in a host country "but sponsored, financed, and sometimes wholly or partly carried out by an external international or national organization or pharmaceutical company with the collaboration or agreement of the appropriate authorities, institutions and personnel of the host country." ',13 Guideline 3 aims to ensure that biomedical research undertaken in a resource-poor country, such as many African and developing countries, is given proper ethical consideration that recognizes the rights, dignity, and 111. See WHO, supra note 74. 112. CIOMS, supra note 76, Guideline 3. 113. Id.
[Vol. 14:1 ETHICAL REVIEW OF MEDICAL RESEARCH IN NIGERIA welfare of the research subjects." 4 This provision becomes more crucial in the context of low regulatory visibility in many African host countries, and the temptation for researchers from developed and wealthy sponsoring countries to think that the abundance of impoverished research subjects in a region of near regulatory void is a warrant for ethical impropriety." 5 Globalization not only of goods and services but also of clinical trials has brought the aforementioned temptation within the realm of reality." 6 Because of a number of factors present in developing countries-for instance low income, widespread unemployment, illiteracy, poverty and disease-citizens of developing countries are much more vulnerable and available to be research subjects." 7 These factors, in addition to a favorable regulatory climate in many developing countries, comparative reluctance by citizens of developed countries to enroll as research subjects, bureaucratic control of research in many wealthy nations, and low cost of conducting clinical trials in developing countries, make it more advantageous for some biomedical researchers and industries in the North to conduct their clinical trials in developing countries."' Regrettably, the globalization of biomedical research has left in its wake evidence of the unsavory consequences of the economic inequality between the north and south.' 19 For instance, Chang described how the human-subject experimentation relating to H. Pylori bacterium conducted by the United States National Cancer Institute in a rural province of China in 1988 led to an increase of about forty percent in the disease infection. 20 Without any form of legally enforceable post-trial obligation on visiting researchers, research injuries of this kind will be rampant in developing countries. The willingness of drug agencies in some developed countries to accept data generated from a clinical trial in a developing country would only intensify the current rush for human research subjects abroad.' Though globalization of clinical trials 114. Robert J. Levine, International Codes ofResearch Ethics: Current Controversies and the Future, 35 IND. L. REV. 557, 563 (2002 
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is theoretically unproblematic, it is necessary that rapid internationalization of ethical guidelines and standards should accompany this globalization and hinder the potential opportunities for abuse of clinical trials in poor, developing countries. Thus, to reduce the risk of ethical misconduct during biomedical research in a host country, Guideline 3, above, stipulates a two-fold process of ethical review.
First, the relevant ethical review board in the sponsoring country would scrutinize the proposed research both for its scientific and ethical validity. Even at this stage, the sponsoring country's review board is required to take into consideration the customs and traditions of the host country that may influence the ethics of the proposed research. Since members of the review board are geographically distanced and likely to be unfamiliar with the cultures of a foreign country, adequate cultural sensitivity, and an understanding of how the culture affects the review process may be difficult to achieve. In recognition of this problem, the commentary on Guideline 2 recommends that a sponsor country's ethical review committee should include someone conversant with the customs and traditions of the host country. 1 22 If we accept Benatar and Singer's call for a proactive approach to international research ethics, 1 23 then it becomes clear that a sponsor's ethics committee would have socioeconomic and political considerations that may be external to strict ethical review.' 24 These authors contend that because of gross inequality in global health, foreign investigators should demonstrate sufficient knowledge of the social, economic, and political circumstances of the host country in which their research takes place. Host countries may ultimately benefit from this demonstration because the foreign investigators "might influence political leaders in their countries to promote more equitable relations with the host country in which the research was conducted. "' 125 This represents an ideal to be pursued. However, whether a sponsor's ethics committee should reject ethical protocol based on an investigator's insufficient knowledge of the socioeconomic and political history of the host country is not clear.
The second stage of the two-fold review process of externally sponsored research is the submission of the protocol to the relevant ethics board in the host country, which must ensure that the research is scientifically and ethically 122. CIOMS, supra note 76, commentary on Guideline 2. 123. Solomon R. Benatar &Peter A. Singer, A New Look at International Research Ethics, 321 BMJ 824 (2000) .
124. These considerations have already been identified by Benater and Singer as knowledge of:
(a) the sociology of pharmaceutical research; (b) the political relation between the sponsoring and host countries-for example, how the host country fits into the sponsoring country's policy, what economic aid is provided, the nature of any debt relations, and the extent of arms trading between the two countries; and (c) the human rights achievements of the sponsoring and host countries. Id. at 826.
125. Id.
[Vol. 14:1 ETHICAL REVIEW OF MEDICAL RESEARCH IN NIGERIA sound with regard to its overall circumstances and that it meets the host country's needs and priorities."' It is important for the host country's ethics committee to review not only the ethical merit of the protocol, but also its relevance to the host country's priorities, which could be medical or socioeconomic. 27 For instance, in a resource-poor host country with a small pool of doctors, which are desperately needed for more pressing medical emergencies, their diversion to externally sponsored research on a less prevalent disease, such as cancer, may be in dissonance with the priorities of the host country. Dickens noted the ability of sponsored studies in host countries to distort the priorities of the host and reflect those of the sponsors."' 2 He opined that the "diversion of assets from host countries' priorities to those of developed study-sponsoring countries, even when what is accomplished in a host country is of value, is a form of imperialism."' 129 Though a host country's ethical review is potentially capable of obviating this bioethical imperialism, considerable problems arise for host countries without any form of a regular and functional ethical review board. In a bid to attract potentially beneficial biomedical research, a poor host country may quickly raise an ethics committee with little or no idea of its mandate. Such a review committee will simply rubber-stamp the protocol at the expense of the rights, welfare, and dignity of research subjects. 3° What should be done in these circumstances? Should a sponsoring country abandon the research due to the incapacity of ethical review in the host country? Should it conduct such research even when it compromises international ethical guidelines or domestic legislation of the sponsor? In other words, is under-regulation or zero regulation an excuse for conducting ethically problematic research in a host country?' 3 ' 126. The National Bioethics Advisory Commission recommended that "[c]linical trials conducted in developing countries should be limited to those studies that are responsive to the health needs of the host country." NBAC, supra note 3, at 8.
127. See B.M. Dickens, Research Ethics andHIVIAIDS, 16 MED. LAW 187, 195 (1997 
Though different answers to these questions are possible, a strict adherence to the provisions of the CIOMS guideline would mean that a sham ethical review is equivalent to no review at all. This means that, absent a competent and functional ethics committee in the host country, executing a research protocol may amount to an infraction of international ethical guidelines. Moreover, the loose regulatory situation in the host country does not exempt the sponsor from any domestic legislation (in the sponsoring country) that compulsorily requires ethical review in a host country. Even without such a requirement, it is morally unconscionable for a foreign investigator or agency to conduct in a host country research that would be ethically problematic and impermissible in the sponsor's country.
Furthermore, the provisions of CIOMS as to the constitution' 32 and composition' 33 of an ethics review board does not differentiate between a host and sponsoring country, or a developing and developed country. Thus, a sponsoring country should, despite the willingness of a host country to forgo strict compliance with ethical review requirement, insist on a proper review conducted by a competent ethics board. The sponsor should exhibit a stand on ethical review that countervails the desperation of a host country. Dickens suggests that a sponsor could assist in developing the ethical review capacity for the host country.' 34 Another author suggests that funding ethical review in the host country should be reflected in the protocol and be part of the ethical review in the sponsoring country.' 35 These suggestions are legitimate and acceptable provided the sponsor does not, in the guise of providing institutional capacity, supplant the ethical review in the host country. Thus, help should relate to such matters as training, education, and supply of equipment. Where, however, the sponsor is a private, multinational corporation with considerable commercial interest in the research, it may find the unsatisfactory regulatory situation in the host country very convenient, and probably unwilling to insist on real ethical review.
C. Conflict of Ethical Expectations.
Even with the availability of competent and efficient ethical review in both of sponsor and host countries, cultural relativism potentially ensures contradictory review by both committees. For instance, a seroprevalance study in Tanzania entailed sampling the blood of an infant upon birth as well as its mother's blood. 36 [Vol. 14:1 ETHICAL REVIEW OF MEDICAL RESEARCH IN NIGERIA the condition that research participants would be informed of the test results. 1 37 However, Tanzanian authorities demanded that the research subjects should neither know of the blood draws nor the test results. This attitude reflected local sensitivity to the trauma consequential to disclosure of HIV status and lack of effective intervention in Tanzania. Because of this conflict, the study was abandoned.' 38 Conflict in ethical expectations is a significant problem that demands urgent attention and critical analysis. A host country's ethical committee may find proposed research ethical and in accordance with its cultural norms and traditional lifestyle. However, an ethics committee of the sponsor with a different cultural background may find the same protocol unethical. In that case, the protocol would not pass the requirement of concurrent review and approval; thus, potentially beneficial research would be abandoned due to cultural differences. 1 3 9 However, there may be ways to negotiate this problem. '0 First, a protocol that satisfies the ethical requirement of the host country may easily find favor with the ethical committee in the sponsor-country, even when it does not strictly comply with the sponsor's ethical guidelines."' Second, the host country's ethical review committee might be given a presumptive claim to ethical guidance.' 42 Third, the host and sponsor country's ethical review committees may cooperate and agree that each reviews specific and different aspects of the protocol in a non-contradictory manner. This type of cooperation is encouraged by CIOMS.
137. Id.
Id.
NUFFIELD COUNCIL ON BIOETHICs noted that:
Where there are irreconcilable differences between research ethics committees, a committee may choose not to approve the research. If a committee from a sponsoring country does not approve the research, the sponsor cannot fund it. If a research ethics committee from a developing country does not approve the research, then the research cannot be conducted within that country. NUFFIELD COUNCIL ON BIOETHICS, supra note 6, at 108.
140. See NUFFIELD COUNCIL ON BIOETHICS, supra note 6, at 107-08 (suggesting a negotiation that mediates the differences between the two committees). See also Christakis & Panner, supra note 106, at 219.
141. Dickens, supra note 127, at 196. This may easily be the case where the sponsor country has cultural affinity with the host country. For instance, a U.S. Institutional Review Board may be willing to accept the review of a Canadian Ethics Review Board due to cultural and legal similarities between the two countries.
142. See Christakis & Panner, supra note 106, at 219. The host country for the research, or, more specifically, the representatives of research subjects, should have a presumptive claim to ethical guidance. In the event of a conflict, the host country's ethical standards, if they are more restrictive, should always prevail. In other words, if there are tow interpretations of what would be ethical---one favoring the research and the other barring the research-if the interpretation barring the research is favored by the host community, the research must be viewed as unethical.
Id.
143. See CIOMS, supra note 76, Guideline 3, commentary.
2003)
In the Nigerian context, however, empirical data gathered by Marshall shows that the aforementioned bioethical negotiation and mediation may be difficult to achieve. She reported that some Nigerian investigators perceived U.S. institutions to be inflexible and not amenable to culturally sensitive modifications suggested by the Nigerian investigators.'"
Policy and Legal Options for Nigeria.
A. Promulgation of a Research Ethics Guideline.
As this review shows, Nigeria does not have formal and systematic guidelines for the conduct of research involving human participants, except to the extent that the Helsinki Declaration or the guidelines of a sponsoring country are indirectly applicable. This regulatory deficiency is deplorable considering the significant number of teaching hospitals in the country, some of which are already engaged in important international biomedical research collaboration.' 45 Under-regulation increases the potential risk of exploitation in Nigeria by international corporations seeking clinical trials in countries with zero or minimal regulation.' 46 Moreover, Nigeria's regulatory situation disqualifies it from taking advantage of certain provisions of the U.S. Common Rule. For instance, there is a provision in the Common Rule that permits reliance on a host country's ethics guidelines.' 47 The criteria for making deter 144. See Marshall, supra note 1, at C-25.
Nigerian investigators discussed administrative issues regarding the process of obtaining approval from ethical review committees. Several investigators commented on the difficulties of responding to the requirements of funding agencies in the United States and at local Nigerian institutions. They said it was particularly frustrating to try to respond to what they perceived as inconsistent requirements for ethical review. A physician in Lagos reported difficulties at many levels: dealing with the informed consent document itself, having to "fight with Washington" to change the consent form, and then going through the process of making the form useful and appropriate for his patients in Nigeria.
Id.
145. See Marshall, supra note 1, at C-11. 146. I have already argued that some developing countries deliberately adopt a policy of zero or minimal regulation in order to attract needed biomedical research. In that context, "exploitation" may not be an appropriate word to use for a corporation or foreign researcher that takes advantage of the policy.
147. The Common Rule, 45 C.F.R. § 46.101(h) states: When research covered by this policy takes place in foreign countries, procedures normally followed in foreign countries.. .may differ from those set forth in this policy. [An example is a foreign institution which complies with guidelines consistent with the World Medical Assembly Declaration (Declaration of Helsinki amended 1989) issued either by sovereign states or by an organization whose function for the protection of human research subjects is internationally recognized.] In these circumstances, if a department or agency head determines that the procedures prescribed by the institution afford protections that are at least equivalent to those provided in this policy, the department or agency head [Vol. 14:1
